STATE OF H!NGTON
DEPARTMENT OF ECOLOGY

PO Box 47600 ¢ Olympia, WA 98504-7600 ¢ 360-407-6000
711 for Washinglon Relay Service  Persons with a speech disability can call 877-833-6341

August 6,2014

Water Docket

Environmental Protection Agency
28221T

1200 Pennsylvania Ave. NW
Washington, DC 20460.

Attention: Docket ID No. EPA-HQ-OW-2014-01335.

Subject: Comments on ‘“Updated National Recommended Water Quality Criteria for the
Protection of Human Health.””(Federal Register /Vol. 79, No. 120 /Monday, June 23, 2014)

Dear Docket Manager:

Thank you for the opportunity to comment on EPA’s draft national recommended water quality criteria
for human health, and for the 30-day extension granted on the original comment period. Ecology
appreciates the significant effort EPA must have expended to develop the 94 draft criteria documents.
Review of these new documents provides insight into how EPA sees the implementation of the EPA 2000
methodology for deriving human health criteria (USEPA, 2000) unfolding, which is very informative as
Washington State develops its own human health criteria.

Attached are Ecology’s comments on the EPA draft national recommended water quality criteria for
human health. If you have questions about the comments please contact Cheryl Niemi at
cnie46 l@ecy.wa.gov or 360-407-6440, Thank you for taking these into consideration as you move

forward in your process.

incerely,
AL

Melissa Gildersleeve, Manager
Watershed Management Section

Attachment A: Comments on the EPA draft national recommended water quality criteria for human
health

Attachment B: Comments on EPA’s new FAQ: Human Health Ambient Water Quality Criteria
and Fish Consumption Rates, 4/17/2013 Frequently Asked Questions

ce: Dan Opalski, EPA Region 10
Angela Chung, EPA Region 10
Matt Szelag, EPA Region 10







ATTACHMENT A: Comments on the EPA draft national recommended water
quality criteria (NRWQC) for human heaith

Comment Category 1. The timing of the publication of the draft NRWQC and revision of the EPA
2000 Methodology for Deriving Ambient Water Quality Criteria for the Protection of Human Health.

In a recent conference call with EPA headquarters staff and states on June 30, 2014, EPA staff stated that
the agency plans to revise the 2000 EPA Methodology for Deriving Ambient Water Quality Criteria for
the Protection of Human Health (USEPA, 2000; hereinafter called “EPA 2000 methodology™). When
asked for specifics on timing of this revision effort, EPA stated that we might expect to see a notice of
this effort as soon as 8 months from the time of the call, and that the process could potentially be
concluded within 2 years. Given EPA’s stated intention to start revisions to the 2000 guidance within the
next year, a partial revision of the recommended national criteria at this time does not make sense, since
those same criteria would need to be recalculated using the updated methodology. From a resource
standpoint for both EPA and the states, it makes more sense to conduct a major recommended criteria
revision after revisions to the methodology are completed.

- We suggest that EPA use the input it receives on these proposed draft recommended national criteria to
inform the revision of the EPA 2000 guidance, rather than revising the recommended criteria at this time.

Comment Category 2: The Federal Register notice for the draft NRWQC, and mtent statements
for how recommended criteria are developed.

The federal register notice (Federal Register Volume 79, Number 92 (Tuesday, May 13, 2014) says:
“Water quality criteria developed under section 304(a) are based solely on data and scientific judgments
on the relationship between pollutant concentrations and environmental and human health effects” and

.. States and authorized Tribes have the discretion to adopt, where appr opY fate, other scientifi ca!!y
deﬁanszb!e water quality criteria that differ from these recommendations.”

Comment 2a. Contrary to the statement in the federal register notice, we note that EPA human health
criteria guidance values are based on more than data and scientific judgments. The guidance values are
based on science, science policy, and risk management. This is explained in the EPA 2000 methodology
at Sec. 2.2 Science, Science Policy, and Risk Management, EPA should be clear in Federal Register
information and other communications around the draft NRWQC notices that significant risk
management decisions as well as science and science policy are included in its development of 304(a)
human health criteria. We recommend that the specific language describing science, science policy, and
risk management be taken from the 2000 guidance and used to clarify future Federal Register notices and
other communications so that it is not misinterpreted that values are based solely on data and scientific -
Jjudgment.

Comment 2b. States’ pohcy discretion needs acknowledgement: States have discretion to develop and
adopt WQC that differ from national recommended criteria based not just on science, but also on state-
specific science policy and risk management choices and decisions. This is consistent with
40CFR131.11(b). We recommend that this be clarified in future Federal Register notices.

Although the Federal Register notice only invites comments based on science, we want (o reiterate
comments we have made to EPA on previous occasions regarding specific risk management decisions
that are most appropriately made by states and not by EPA:

i.  Relative Source Confribution (RSC). As discussed with EPA on previous occasions, using a -
RSC to calculate human health criteria in order to account for exposures to pollutants that are not
related to Clean Water Act (CWA) geographic jurisdiction or to CWA regulatory tools is clearly
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a state-specific risk management decision, and should be acknowledged as such by EPA in both
guidance and in Federal Register notices. Attachment B provides more detail on why
Washington has serious reservations about using a RSC as described in the 2000 methodology,
the 2013 Frequently Asked Questions document produced by EPA, and as incorporated into the
draft NRWQC. Comment 4c(iv) below also has related information regarding use of BAFs.

ii.  CWA criteria and tools. We suggest that the CWA criteria should fit the CWA toois, otherwise,
unrealistic expectations will be raised about the ability of NPDES dischargers to effect clean-up
when they are not responsible for, nor have control of, the sources of pollutants. We suggest that
discussion around this concept, which is complex, would be appropriate to have when EPA
revises their EPA 2000 methodology for human heaith criteria development. The goal of the
criteria is to protect the designated uses. How to effect pollution prevention at the point where
pollutant reductions can be made, without placing responsibility on parties that are not the ones
producing or discharging the pollution entering the fish, shellfish, and drinking water, is a topic
that would be ripe for national discussion. This discussion would of necessity be broad, and
should include other regulatory programs (i.e. Air, Superfund) that address sources of pollutants
that are outside the CWA and that affect surface waters.

Comment Category 3: Suppdrting information for the draft NRWQC. Several changes to the
draft NRWQC are not explained adequately in the draft criteria documents, the Federal Register
notice, or accompanying material, thus making adequate review by states and others unworkable.

The Federal Register notice says: “EPA has updated the draft human health criteria using information
sources and models that have previously undergone external peer review” and “The support documents
detail the latest scientific information sztppomng the updated draft human health criteria, particularly the

updated toxicity and exposure input values.”

EPA used a substantial amount of new science and science policy in these drafts. This includes newly
calculated BAFs, a new fish consumption rate (FCR), and other factors. The Federal Register notice
indicates that this new information was subject to external peer review. That is good to know, but
uninformative as far as supporting a state’s decision to use the information. Peer review comments can be
used or rejected by authors, and the acceptance or rejection process can dictate in large part the type of

product that emerges.

¢ An example of this is the new drinking water intake rate of 3 L./day used in the draft guidance
calculations, The 3 L/day was developed from the 2017 Exposure Factor's Handbook (USEPA,
'2011), which provides a range of values reflecting adult, direct and indirect (water added in the
preparation of a food or beverage) consumption of water, 90™ percentile values. The values range
from 2.1 to 3.1 liters per day. There is no explanation of how and why EPA settled on the value
of 3 L/day, therefore we are not able to determine if the new value is meaningful to our state or
not, or why another value was not used. ‘See additional comments below on 4a, drinking water

intake,

Comment 3a. Overall, this public notice and the draft documents did not provide adequate supporting
information for Ecology to review and provide meaningful comments on the newly proposed 94 chemical
criteria recommendations. FPA needs to carefully explain the processes used to develop the new values
derived in the draft criteria documents, In order to allow adequate review of the recommended criteria,
we request that EPA prepare one document that comprehensively explains the development of the new
information, including information about the external peer reviews and a discussion of why the new
information and tools are best/good enough/appropriate for use in calculating guidance values. The text
from a summary document that addresses overall new science, science policy, and EPA risk management
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approaches could be included in the draft criteria documents, or could be cited within the draft criteria
documents. The document should include: '

i.  Identification of the science/science policy/ and risk management calls (and rationale) that EPA
used to apply this newer information in the context of its EPA 2000 guidance,

ii.  An explanation of how the newer information differs from the information used to calculate the
current recommended criteria. For instance — the EPA IRIS process is documented, transparent,
and most states are familiar with it. In order for states and others to compare the current numbers
with the newly proposed numbers, EPA needs to explain how the non-IRIS processes used to
develop many of the new toxicity factors differ from IRIS and how they are the same. Itis also
important to include an explanation of the peer review process for the non-IRIS processes.

iii.  An explanation of the pros and cons of choosing from an array of different sources of CSFs and
RiDs, and model derived BAFs vs. lab derived BCFs.

Comment 3b. Ecology recommends that EPA provide updated versions of the 2002 Calculation Matrix
(USEPA, 2002) to accompany all major updates to the national recommended human health criteria. The
2002 Matrix is a valuable resource for states, and its development after the last major revision (2002
recalculation) of the national recommended criteria (using the 2000 guidance, with new toxicity factors
and a new 17.5 g/day FCR) was welcome additional information on criteria calculation. We recommend
that these revisions of the Matrix live as stand-alone documents — similar to the Red Book and Gold book.
This type of information compilation is invaluable when the histories of individual chemical criteria are

being followed.

Comment Category 4. Comments on specific variables in the equations:

Comment 4a, Drinking Water Intake (DI). EPA’s most recent 2017 Exposure Factors Handbook
(USEPA, 2011; Tables 3-10, 3-26, and 3-27) provides examples of updated 90" percentile adult (ages 18-
65) DI values between 2.1 and 3.1 liters/day, based on national data. These values are for direct and
indirect (water added in the preparation of a food or beverage) consumption of water, and are further
explained in the tables specified above from the 2017 Handbook.

EPA released new Supplemental Guidance for Superfund on February 6, 2014 (memo from Dana Stalcup,
USEPA to Superfund National Policy Managers, Regions 1-10; OSWER Directive 9200.1-120) that
incorporates and adopts updates to Risk Assessment Guidance for Superfund: Human Health Evaluation
Manual, Part A through E, based on data in the 2011 Exposure Factors Handbook. This includes a
recommended 90™ percentile adult drinking water intake value of 2.5 L/day. The new draft national
recommended human health surface water criteria, published in May 2014, include use of a 90"
percentile adult drinking water intake value of 3.0 L/day, based on data in the 201/ Exposure Factors
Handbook. Both of these values are derived from the 2011 Exposure Factors Handbook, but the
Handbook itself does not provide a single recommended value for this variable (as it does for body
weight). For decades the recommended DI values used for CWA criteria development and Superfund risk

assessment have been the same value (2 L/day).

Before we can adequately review the new DI used in the calculation of the 94 chemicals, we need an
explanation from EPA on why these two new values differ from cach other, and the science, science
policy, and risk management considerations included in determining why, or why not, one might be more
appropriate for CWA criteria development than the other.

Comment 4b, Toxicity factors

The CSFs and RfDs used in the criteria are taken from what appears to be a broad array of sources (for
example, see the gamma-BHC (Lindane), dichlorobromomethane, and chrysene draft criteria documents).
Except for IRIS, we do not know the development process or type of scientific/peer review associated
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with these different sources (see also: Comment Category 3 above). We request that EPA address the
following when explaining how the draft criteria were developed, so that adequate review can occur:

I.

ii.

iil..

EPA has a hierarchy for CSF/RD values that it uses for Superfund. An explanation needs to be
provided of whether EPA also depended on a hierarchy for choosing toxicity values for these
draft CWA criteria, and if so, what the hierarchy is and the rationale behind it. In past iterations
of NRWQC development, EPA has used some non-IRTS values. States and others need some
explanation of the rationale for this so that we can understand and adequately review and
comment on the resulting decisions.

An explanation of the public and scientific process that was used to develop the non-IRIS values,
and what level of review was included. It is also important to understand where these other
sources would sit in a hierarchy. Factors of importance would include: more or less public
review, Science Advisory Board participation, uncertainty factors (representing the types of
uncertainty and what magnitude of change results from uncertainty factor use), overall confidence
in the resultant toxicity factor, transparency of process, data quality, etc.).

EPA used a new approach for criteria development for the PAHs (e.g., chrysene, as copied below;
USEPA, 2014). The use of Potency Equivalency Factors (PEFs) based on benzo(a)pyrene is not
an approach used before for criteria development, Before we can adequately review, we need
more information on whether IRIS is reviewing this approach or the toxicity factors for the PAHs.
This approach seems similar to the TEQ and TEF approach sometimes used for dioxin, but EPA
has not moved forward with use of that approach for dioxin criteria development. It seems
inconsistent that EPA is now proposing the PEF approach for PAHs and not for dioxin, so an
explanation of this discrepancy is needed before we can fully review the new approach.

Excerpt from draft chrysene NRWQC document (USEPA, 2014):

“The cancer slope factor (CSF) is an upper bound, approximating a 95% confidence limit, on
the increased cancer risk from a lifetime oral exposure fo an agent. The previously used CSF
Jor chrysene was the CSF for benzo(a)pyrene of 7.3 per mg/kg-day (USEPA, 1994a; USEPA,
2002b). In 2010, the California Environmental Protection Agency Office of Environmental
Heaqlth Hazard Assessment updated the toxicology assessment for benzo(a)pyrene. That
assessment (OEHHA, 2010), which has been subject to internal and external peer review,
provides the basis for the updated CSF of 2.9 per mg/kg-day. The California Environmental
Protection Agency Office of Environmental Health Hazard Assessment also published a
potency equivalency factor (PEF) for chrysene in relation to benzo(a)pyrene of 0.01

(California Air Resources Board and OEHHA, 1994; OEHHA 2005). This results in a CSF of
0.029 per mg/kg-day for chrysene.

The principle study by Culp et al, (1998) chosen to calculate the cancer slope factor for
benzo(ajpyrene was based on development of tumors of the forestomach, tongue and
esophagus in female mice orally exposed to benzo(a)pyrene (OEHHA, 2010). The study by
Culp et al. resulted in an unadjusted CSF of 1.7 per mg/kg-day, but an age sensitivity factor
(ASE)} was applied due to benzo(a)pyrene’s mutagenic mode of action, resulting in the
adjusted CSF of 2.9 per mg/kg day for benzo(a)pyrene. Muitiplication of the PED for chrysene
of 0.01 by the CSF of 2.9 per mg/kg-day results in the CSF of 0.029 per mg/kg-day for
chrysene used in the criteria caleulations.”
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Comment 4c. Bioaccumulation Factors

EPISuite is a new tool for states and others to assess and review. We have not had time to review this in
any detail and have only very general questions based on a rapid perusal of EPA’s EPISuite web page.
Use of this model for criteria development prompts a number of questions regarding both the current and
proposed criteria that need further explanation by EPA before a more detailed review of this new tool can

accur:

i.  Explain how this tool was developed. Include explanation of public and scientific review that
were associated with if, and a general discussion of its basis.

ii,  Identify the limitations of this tool. The EPA website indicates it should be used for “screening”,
but it is being proposed for use here for criteria development, which if used for state-adopted
criteria could result in direct regulatory leveéls in the water column, with possible significant costs
to states and dischatgers resulting from 303(d) listings, TMDLs, and subsequent effluent limits.
States and others need to know if this “screening tool” is dependable/certain encugh to base these

types of requirements on. -

iti.  Please describe how this model was calibrated, and an explanation of its applicability for
nationwide use. It is also important to understand what types and levels of uncertainty are
associated with use of this model.

iv.  We need to understand why EPA chose to go with a BAF model instead of using lab-derived
BCFs, which we believe more closely reflect the exposure of the fish to the water itself (not full
environmental exposure which includes atmospheric deposition that enters waterbodies, food web
transport that could originate from sediments, oceans, or other sources, etc.). We assert that
BCFs could, for many chemicals, be a closer match to the regulatory and implementation tools
that the CWA provides for states. Using a BAT for criteria purposes could be interpreted as
assuming that CWA pollution prevention tools {e.g., NPDES permits) can actually regulate these
other sources. Please explain the rationale behind the proposed criteria and how they can be
attained using CWA tools. In particular, legacy pesticides are of interest. (This is an area that
will be ripe for discussion when EPA revises its EPA 2000 guidance).

We believe there could be useful national discussion of this concept on a chemical specific basis
(see comment 4c.vii below). Pollutants take different paths to tissue based on their chemical
characteristics. If a pollutant is largely from direct CW A-regulated discharges to waters, and the
~ food web path goes from that water concentration to the organism, without large input from other

non-CWA sources that are either actively entering the water column or from other sources
already sequestered in the environment from past activities, a BAF might be most reflective of the
sources regulated under the CWA. In other cases a BCF might be most representative of CWA-
regulated discharge sources when other greater pathways to fish lead from non-CWA sources or
legacy sources already sequestered into, and- then re-sourcing to organisms, from different
environmental media.

v.  Anexplanation of whether this new tool has been used by other states in developing criteria for
their state, '

vi.  We know that BAFs vary from waterbody to waterbody, and even within waterbodies. If states

choose to use BAF values from the EPISuite tool, we are interested in knowing whether the tool
can be used to develop tailored BAFs for a state, and whether EPA would recommend that states

do this.

vii.  The BCF values in the current criteria are quite old, and sometimes based on just one species (e.g.’
the acrolein BCF of 215). However, they have been used for years and have been part of CWA-
approved criteria. Both the older BCFs and the proposed BAFs have uncertainties associated
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viil,

with them. In order to compare the two, we need to understand what science, science policy, and
risk management choices and decisions were made by EPA as the BCF/BAF variable was
considered. We would like EPA to consider whether it is possible that for some pollutants an
older BCF would be more appropriate and for others a newer model-derived BAF would be better
(please see comment 4¢.iv above). Perhaps, as discussed above, the use of BAF or BCF, on a
chemical specific basis, should be associated with the sources and pathways of the poilutant to the

" water column and organisms, and the ability of CWA and different regulatory programs to

address the sources,

Application of trophic level BAFs to FCRs: state-specific FCR data will often not support this
detailed type of “allocation,” If states want to use state-specific FCR data and choose to use
EPISuite BAFs, but do not have the resolution on ingested species and trophic levels that would
make application of the three trophic level BAFs possible, EPA needs to advise states on how
they expect that EPISuite BAFs would be applied.

Comment 4d. Fish Consumption Rate

The new proposed fish consumption rate of 22 g/day is based on a modified and shortened version of the
NCI method. Reviewers (for example, Janet A. Tooze, Ph.D., M.P.H.,, one of the primary authors of the
NCI Method) expressed some degree of uncertainty around use of this newer EPA approach. According
to the response to comments, EPA made the choice to use the shortened method because of time
constraints and computing power, the resulting values seemed to correspond well with NCI results, and
because the information that they used was only available at a specific location, and not publically
available. This newer approach and the new proposed rate, as well as the draft criteria, would benefit by
more explanation that addresses the following: -

i

i.

iii.

iv.

If the data are not publically available, explain how the work can be replicated by other parties.

More description on whether assuming a probability of consuming fish = I results in an
overestimation and/or underestimation of the rate, and if so, at what parts of the distribution do
the over or under estimations occur (lower, mid, or upper percentiles).

The geographic and demographic breakdown categories addressed in the report are very useful
information. Please provide the FCR data, by percentiles, for the entire FCR distribution, and for
the geographic/demographic breakdowns provided in the report. The report does not provide
FCRs at lower percentiles (e.g., 0, 1st, 3rd, 5th, 10th, etc...). As required by Washington State’s
Administrative Procedures Act, agencies in Washington must conduct a Cost Benefit Analyses
for any significant rule revision. We do not know if many other states have this requirement;
however, Washington needs a complete distribution of fish consumption rates in order to estimate
costs and benefits for the state’s population when adopting new human health criteria. Having
this information, as well as the information currently contained in the report, would help facilitate

rule adoption,
An explanation of how the distribution from this new approach compares to the distribution that

would result from the old approach. This information would be very valuable because it would
give states some sense of how different the new approach is from that used previously.

Given a new set of data and analysis, EPA needs to explain why this is not also resulting in new
recommendations for recreational and subsistence fishers.
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